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DEPARTMENT OFHEALTH &HUMANSERVICES Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 

MAR 1 0 2006 Rodtville MD 20850 

Mpathy Medical Devices Ltd. 
C/O Mr. Louis J. Mazzarese 
Designated U.S. Agent 
150 Aran Hill Road 
Fairfield, Connecticut 06824- 171 2 

Re: KO53361 
TradeIDevice Name: ~ i n i m e s h ~  polypropylene mesh 

Regulation Number: 21 CFR 878.3300 

Regulation Name: Surgical Mesh 

Regulatory Class: I1 

Product Code: FTL 

Dated: January 5, 2006 

Received: January 10, 2006 


Dear Mr. Mazzarese: 

This letter corrects our substantially equivalent letter of February 6. 2006. 
We liave reviewed your Section 5 10(k) premarket notification of intent to market the 
device referenced above and liave determined the device is substantially equivalent (lbr tlie 
indications for use stated in the enclosure) to legally marketed predicate devices marketed 
in interstate conilnerce prior to May 28, 1976. the enactnient date of the Medical Device 
Aniendnients or to devices tliat liave bee11 reclassified in accordance with tlie provisions of' 
the Federal Food, Drug, and Cos~iietic Act (Act) tliat do not require approval o f a  
preniarket approval (PMA). You may, therefore. market the device. subject to tlie general 
controls provisions of tlie Act. The general co~itrols provisions of the Act include 
requirements for annual registration, listing of devices. good manufacturing practice. 
labeling, and prohibitions against misbranding and adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class I I I  
(PMA), it niay be subject to additional controls. Existing major regulations affecting !-our 
device call be found in tlie Code of Federal Regulations. Title 21, Parts 800 to 898. In 
addition. FDA may publisli further announcements concerning your device it1 tlie Federal 
Register. 

I'lease be advised tliat FDA's issuance oi'a substantial eclui\ alence determination does ncIt 
meat1 tliat FDA has made a deter~nination that !.our de\.ice complies \\-it11 other 
requirements of tlie Act or any Federal statutes and regulatic~ns administered b! other 
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Federal agencies. You must comply with all the Act's requirements, including, but not 
limited to: registration and listing (2 1 CFR Part 807); labeling (2 1 CFR Part 80 1); good 
manufacturing practice requirements as set forth in the quality systems (QS) regulation (2 1 
CFR Part 820); and if applicable, the electronic product radiation control provisions 
(sections 53 1-542 of the Act); 2 1 CFR 1000- 1050. 

This letter will allow you to coiltinue marketing your device as described in your Section 
5 10(k) premarket notification. The FDA fillding of substantial equivalence of your device 
to a legally marketed predicate device results in a classificatioil for your device atid thus. 
permits your device to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 80 1 ). 
please contact the Office of Compliance at (240) 276-0 1 15. Also. please note tlie 
regulation entitled, "Misbranding by reference to preinarket notification" (2  1 CFR Part 
807.97). You inay obtain other general information on your responsibilities i~iider tlie Act 
froill the Divisioil of Small Manufacturers. Iiiteniatio~ial and Consumer Assistance at its 
toll-free number (800) 638-2041 or (301) 443-6597 or at its Internet address 
http:ll~v~~.fda.~ov/cdrh/dsma/ds~~iamai~~.l~tml 


Sincere1y yours. 

Mark S. ~ e l k e r b n  
Acting Director 
Division of General. Restorati\,e ancl 

Ke~~rologicalDevices 
Ol'tice of De\.ice I~\~aluation 
Center for De\.ices and 

Ruclioln~icalI Icaltli 

Enclosure 

http:ll~v~~.fda.~ov/cdrh/dsma/ds~~iamai~~.l~tml


Prescription Use X Over-The-Counter Use 

(Part 2 1 CFR 801 Subpart D) (2 1 CFR 807 Subpart C) 


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINLIE ON ANOTHER PAGE 
OF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

Division of Ge-neral, Restorative, 
and Neurological Devices Replacen~ent Page 14 cf  18 
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510(k) SUMMARY OF SAFETY & EFFECTIVENESS

SUBMITTER Mpathy Medical Devices, Ltd.
6.05 Kelvin Campus
West of Scotland Science Park
Glasgow G20 OSP
U.K.

CONTACT PERSON Louis J. Mazzarese
(U.S. Agent for Mpathy Medical Devices Ltd.)

DATE PREPARED January 30, 2006

CLASSIFICATION Polymeric Surgical Mesh (Product Code FTL) is a Class 11 device
per 21 CFR 878.3300

COMMON NAME Polymeric Surgical Mesh

PROPRIETARY NAME Minimesh® polypropylene mesh

PREDICATE DEVICES K041632 Minimnesh® polypropylene mesh

DEVICE DESCRIPTION Minimesh® is a non-absorbable polypropylene mesh constructed
from knitted monofilaments of extruded polypropylene.

Minimesh® polypropylene mesh is constructed using a warp-knit
process to a unique design that permits the mesh to be cut into any
desired shape or size without unraveling.

Minimesh® polypropylene mesh has the necessary strength,
flexibility, durability and surgical adaptability. These properties
permit the correct adaptation to the various stresses encountered in
the body.

The device is supplied sterile.

INDICATIONS FOR IJSE Minimesh® polypropylene mesh may be used for the repair of
abdominal wall hernia, including inguinal, femoral, and incisional,
uterological prolapse and other fascial deficiencies that require
support material. It may be used in open or laparoscopic
abdominal procedures or for repair by the vaginal route.
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510(k) SUMMARY OF SAFETY & EFFECTIVENESS (Cont'd.)

TESTIN'G Accelerated and real time stability studies have been conducted
and support use of a three year expiration date for the product. The
results of these studies demonstrate that Minimeslh®
polypropylene mesh, when stored under the conditions specified in
ihe product jabeling, can be used safely and effectively throughout
this dating period (see Addendum A).
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